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STEP 4 - Trial-Specific Assessment Questionairre 

Please answer the following questions as accurately as passible These initial questions wilt help us better suggest 
trials for your case. When you have completed this questionairre, click the Submit This Information button. 



1. Have you had radiation or chemotherapy before?, f Answer History! 

r ves 
f*NO 

2. Are you IS years of age or older?: [ Aris w ^r ^'?*qr .y1 
P Yes 

Ctio 

3. Are you pregnant or breast feeding?. fAnswar Hi^tcryl 
ryes 



4. What is the primary site of your disease? ; f Answer matcrvl 
jUnnory^ " H} 
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Cancer: Brain Cancer 



Phase Of Adenovirus PS3 Ctme Theratw In PaHni** with r-Rr^ fent Malignant fillnma 

Tne effects of adenovirus pS3 gene therapy in patients with brain cancer 

Effective Dates: 11/1/99 - Present Status: 



Review Ycur Asssff^nRnt 



2. Stereotactic Ra diosur gery inTreatlncLl» atients With B rain Tumg^ 

Phase I Pilot Study of Stereotaxic Radiosurgery in Patients with Intracranial Neoplasms (Summary Last Modified 
12/1999) 



Effective Oates; 



11/5/98 - Present 
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Alt trial documentation has beart provided by: 
ILEX Oncology, Inc. 



A double blind study of DFMO v. Placebo in low grade superficial bladder cancer. 

ILEX-DFMQ 

Sack tg .Previous Pagg 



Rationale 

Approximately 29,000 patients will be diagnosed with superficial bladder cancer in the 
US in 1998 and a substantial proportion of these patents wilt be potential candidates 
for therapeutic measures aimed to prevent the recurrence of their bladder tumors after 
transurethral resection. DFMO ts an irreversible inhibitor of ornithine decarboxylase, 
an enzyme that plays an important role in tumor promotion. This enzyme is 
overexpressed m several tumors, including transitional cell carcinomas (TCC). The 
majonty of orally administered DFMO is excreted unchanged in the unne. In addition, a 
5-20 fold higher concentration of DFMO was required to inhibit normal urothelial cells 
compared to TCC cells, which points to a favorable therapeutic index in this tumor 
DFMO prevents chemically-induced rat bladder tumors In Phase I and S! studies, 
DFMO 1gm/day orally for up to one year was well tolerated. Although ototoxicity has 
been seen in a minority of patients, this side effect has been uniformly reversible No 
other dose-iimiting toxicities are expected when DFMO is given at doses up to 
1gm/day. Thus, DFMO can be administered orally for prolonged periods with low 
toxicity .Given its documented biologic activity in human urothelial cancers in vivo, it is 
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